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Box II Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet) 


This internaUonal Search Report has not been established In respect of certain claims under Article 17(2){a> for the following reasons: 

1. Ix] Claims Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 

Although claims 23,24 are directed to a method of treatment of the 
human/animal body, the search has been carried out and based on the alleged 
effects of the compound/composition. 

1 — 1 

2. Claims Nos.: „ ^ . « ^ 
— because they relate to parts of the International Application thai do not comply with the prescribed requirements to such 

an extent that no meaningful International Search can be carried out, specifically: 

3 Olaims Nos ' 

^ — because they are dependent claims and are not drafted in accordance with the second and third sentences ot Rule 6.4(a). 


Box Ul Observations where unity of Invention is lacking (Continuation of item 3 of first sheet) 




This International Searching Authority found multiple Inventions In this International application, as follows: 

1 . ] 1 As all required additional search fees were timely paid by the applicant, this International Search Report covers all 

* — ' searchable claims. 

2. rn As all searchable claims could be searched without effort justifying an additional fee, this Authority did not Invite payment 

ot any additional fee. 

3. 1 1 As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
' — ' covers only those claims for which fees were paid, specifically claims Nos.: 

4. j 1 fsjo required additional search fees were timely paid by the applicant. Consequently, this International Search Report is 
' — ' restricted to the invention first mentioned in the claims; It is covered by claims Nos.: 

Bemark on Protest Q ^® additional search lees were accompanied by the applicant's protest. 

1 1 No protest accompanied the payment of additional search fees. 


• 
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1 . This international preliminary report on patentability (Chapter 1) is issued by the International Hnreaii on behalf of the 
Intemalional Searching Authority under Rule 44 bis. 1(a). 

2. This REPORT consists of a total of 7 sheets, including this cover sheet. 

In the attached sheets, any reFerencc to the written opinion of the International vSearching AiJthority should be read as a reference 
to the international preHminary report on patentability (Chapter I) instead. 
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Box No. n 
Box No. Ill 

Box No. rv 
Box No. V 

Box No. VI 
Box No. vn 
Box No. Vni 



Basis of the reporl 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
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Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international apphcation 



4. The International Bureau will communicate this report to designated Offices in accordance with Rules 44/7/v.3(c) and 9^his. I but 
not. except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 
date (Rule AAbis .2). 
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Certain documents cited 
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Certain observations on the international application 

FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority {"IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notifed the 
International Bureau under Rule 66.1b/s(b) that written opinions of this International Searching Authonty 
will not be so considered. 

!f this opinion is, as provided above, considered to be a written opinion of the IPEA. the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, 
whichever expires later. 

For further options, see Form PCT/ISA/220. 

For further details, see notes to Form PCT/ISA/220. 
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Box No. I Basis of the opinion „ . . . 

1, With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)), 

2. With regard to any nucleotide and/or amino acid sequence disclosed In the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ In written format 

□ in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3 □ In addition in the case that more than one version or copy of a sequence listing andybr table relating thereto 
has been filed or furnished, the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability — 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be Industrially applicable have not been examined in respect of: 

□ the entire international application. 

El claims Nos. 23.24 with regard to industrial applicability 



m the said international application, or the said claims Nos. 23,24 with regard to Industrial applicability 
relate to the following subject matter which does not require an International preliminary examination 



see separate sheet 

□ the description, claims or drawings (Indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the whole application or for said claims Nos. 

□ the nucleotide and^r amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 



□ the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-5/s of the Administrative Instructions. 

□ See separate sheet tor further details 



because. 



(specify): 



□ 



does not comply with the standard 
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1. Statement 
Novelty (N) 

Inventive step (IS) 



Industrial applicability (lA) 



Yes: 


Clainns 


7,8.20 


No: 


Claims 


1-6,9-19,21-24 


Yes; 


Claims 




No: 


Claims 


1-24 


Yes: 


Claims 


1-22 


No: 


Claims 


23,24 (see separate sheet) 
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Re Item 111 

Non-establishment of opinion with regard to novelty, Inventive step and Industrial 
applicability 

1 . The subject matter of claims 23,24 concerns a method of treatment of the human/animal 
body which is considered by this Autorithy to be covered by the provisions of F^ule 67.1 (IV) 
PCT. Consequently, no opinion will be formulated with respect to the industrial applicability 
of the subject matter of this claim (Article 34(4) (a)(l)PCT). 

Re Item V 

2. Reference Is made to the following documents: 

D1 : WO 00/51590 A (THE BOARD OF TRUSTEES OF THE UNIVERSITY OF 
ILLINOIS; RADULOVAGKI, MIOD) 8 September 2000 (2000-09-08) 

D2 : WO 97/02813 A (MAX-PLANCK-GESELLSGHAFT ZUR FOERDERUNG DER 
WISSENSC) 30 January 1997 (1997-01-30) 

D3 : DUTSCHMANN M ET AL: "NMDA AND GABAA RECEPTORS IN THE RAT 
KOELLIKER-FUSE AREA CONTROL CARDIORESPIRATORY RESPONSES 
EVOKED BY TRIGEMINAL ETHMOIDAL NERVE STIMULATION" JOURNAL OF 
PHYSIOLOGY, vol. 510, no. 3, August 1998 (1998-08), pages 793-804, 
XP000922770 ISSN: 0022-3751 

D4: BEULLENS J: "Sleep disorders in older people, in particular sleep apnea 
syndrome: Are these a cause of sleeplessness?" TIJDSCHRIFT VOOR 
GERONTOLOGIE EN GERIATRIE 1999 NETHERLANDS, vol. 30. no. 6, 1999, 
pages 256-263, XP008050219 ISSN: 0167-9228 

3. For the assessment of the present claims 23,24 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The patentability 
can also be dependent upon the formulation of the claims. The EPO, for example, does not 
recognize as industrially applicable the subject-matter of claims to the use of a compound in 
medical treatment, but may allow, however, claims to a known compound for first use in 
medical treatment and the use of such a compound for the manufacture of a medicament for 
a new medical treatment. 

Novelty 

4. The present application does not meet the criteria of Article 33(1) PCT, because the 
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subject-matter of claims 1-6,9-19,21-24 is not new in the sense of Article 33 2) PCT. 
Document D1 discloses a method of preventing or ameliorating sleep-related breathing 
disorders, in particular sleep apnea related breathing disorder, comprising admm.stermg o a 
patient in need thereof an effective amount of GABA receptor agonist, namely THIP (other 

name for gaboxadol). oo/o\ ppt^ 

The subject-matter of ciaimsl -6,9-1 9,21 -24 is therefore not new over D1 (Article 33(2) PO i ). 



5 The prerenl'application does not meet the criteria of Article 33(1 ) PCT. because the subject 
matter of ciaimsl -6.9-1 9,21 -24, as far as novel, ans 7,8.20 does not involve an inventive step 
in the sense of Article 33(3)PCT. 

According to D4, among the most important sleep disorders is sleep apnea syndrome. 
The subject-matter of claims 1-24 differs from the disclosure of D4 in that sleep apnea 
syndrome is treated with the compound gaboxadol. ^- ^ ^« 

The problem to be solved by the present invention may therefore be regarded as finding an 
alternative treatment for sleep apnea syndrome. , . ^ „ 

Document D2 describes the GABAa agonists muscimol and the present claimed compound 
THIP as having very advantageous effects on sleep: a method for treating a sleep disorder 
is disclosed, comprising administering a hypnotically effective amount of THIP, ^f ^^ ^^^^ 
for gaboxadol), wherein said sleep disorder is difficulty in falling asleep, frequent nocturnal 
arousal wherein the amount of THIP administered is 5 to 50 mg per day. 
I would be obvious for the man skilled in the art to use gaboxadol for treating sleep apnea 
knowing that this compound is useful for treating sleep disorders in general and knowmg that 
sleep apnea is one of the commonest sleep disorders. . . ^ ^.^ccion nf 

Moreover, D3 discloses that the GABAa antagonist bicuculline induces y^PP^^^^'°" 
breathing and apnea during sleep. This teaching would strengthen the rm.t.vation of the man 
skilled in the art to try to use instead of a GABAa antagonist a GABA agonist, such as 
ga^aS^^Uor trel^ng'the symptoms of apnea and stimulate breathing during sleep (Article 

33(3) PCT). 
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Priority 
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2. FURTHER ACTION 
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the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notifed the 
International Bureau under Rule 66.1 Ws{b) that written opinions of this International Searching Authonty 
will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Form PCT/1SA220 or before the expiration of 22 months from the priority date, 
whichever expires later. 
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1. With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless otherwise indicated under this Item. 

• □ This opinion has been established on the basis of a translation from the original language into the following 
language , which Is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of : 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filingyfurnishing: 

□ contained in the intemational application as filed. 

□ filed together with the international application In computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3 □ In addition in the case that more than one version or copy of a sequence listing and/br table relating thereto 
has been filed or furnished, the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 



Form PGTyiSA/ 237 (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 

PCT/OK2005/000222 



Box No. Ill Non-establishment of opinion with regard to novelty, Inventive step and industrial 
applicability — 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

jgl claims Nos. 23.24 with regard to industrial applicability 



B the said international application, or the said claims Nos. 23,24 with regard to industrial applicability 
relate to the following subject matter which does not require an international preliminary examination 



see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the whole application or for said claims Nos. 

□ the nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 



□ the tables related to the nucleotide and^br amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

□ See separate sheet for further details 



because: 



(specify): 



□ 



does not comply with the standard 
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— ~ J . D..i^ A'kHieMsVl) with regard to novelty, inventive step or 

Box No. V Reasoned statement under Ru le^ 43 b/sj (a statement 



Box No. V Reasonea siaxemeni ';J-'^.7;t: ^unM^ such statement 
industrial appiica bilitv: citations and ex planations supponmg sucn ^ 

1, Statement 

Novelty (N) 



inventive step (IS) 



Industrial applicability (lA) 



Yes: 


Claims 


No: 


Claims 


Yes: 


Claims 


No: 


Claims 


Yes: 


Claims 


No: 


Claims 



7.8.20 

1-6,9-19.21-24 



1-24 
1-22 

23,24 (see separate sheet) 



2. Citations and explanations 
see separate sheet 



Form pCT/ISA/237 (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHORfTY (SEPARATE SHEET) 



International application No. 
PCT/DK2005/000222 



Re Item 111 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

1 . The subject matter of claims 23,24 concerns a method of treatment of the human/animal 
body which is considered by this Autorithy to be covered by the provisions of F^ule 67.1 (IV) 
PCT. Consequently, no opinion will be formulated with respect to the industrial applicability 
of the subject matter of this claim (Article 34(4) (a)(l)PCT). 

Re Item V 

2. Reference is made to the following documents: 

D1 : WO 00/51590 A (THE BOARD OF TRUSTEES OF THE UNIVERSITY OF 
ILLINOIS; RADULOVACKI, MIOD) 8 September 2000 (2000-09-08) 

D2 : WO 97/02813 A (MAX-PLANCK-GESELLSCHAFT ZUR FOERDERUNG DER 
WISSENSC) 30 January 1997 (1997-01-30) 

D3.: DUTSCHMANN M ET AL: "NMDA AND GABAA RECEPTORS IN THE RAT 
KOELLIKER-FUSE AREA CONTROL CARDIORESPIRATORY RESPONSES 
EVOKED BY TRIGEMINAL ETHMOIDAL NERVE STIMULATION" JOURNAL OF 
PHYSIOLOGY, vol. 510, no. 3, August 1998 (1998-08), pages 793-804, 
XP000922770 ISSN: 0022-3751 

D4: BEULLENS J: "Sleep disorders in older people, in particular sleep apnea 
syndrome: Are these a cause of sleeplessness?" TIJDSCHRiFT VOOR 
GERONTOLOGIE EN GERIATRIE 1999 NETHERLANDS, vol. 30, no, 6, 1999, 
pages 256-263, XP00805021 9 ISSN : 01 67-9228 

3. For the assessment of the present claims 23,24 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The patentability 
can also be dependent upon the formulation of the claims. The EPO, for example, does not 
recognize as industrially applicable the subject-matter of claims to the use of a compound in 
medical treatment, but may allow, however, claims to a known compound for first use in 
medical treatment and the use of such a compound for the manufacture of a medicament for 
a new medical treatment. 

Novelty 

4. The present application does not meet the criteria of Article 33(1) PCT, because the 
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subject-matter of claims 1-6,9-19,21-24 is not new in the sense of Article 33(2) PCT-^ 
Document D1 discloses a method of preventing or ameliorating sleep-related breatl^.ng 
disorders, in particular sleep apnea related breathing disorder, comprising adm.n.stermg o a 
patient in need thereof an effective amount of GABA receptor agonist, namely 1 HIP (other 

name for gaboxadol). oo/o\ ppT^ 

The subject-matter of claimsl -6,9-1 9,21 -24 is therefore not new over D1 (Article 33(2) PC i )- 

rT^Jprtrent^appiication does not meet the criteria of Article 33(1 ) PCT. because the sut^ect 
matter of claimsl -6,9-1 9,21 -24. as far as novel, ans 7,8,20 does not involve an inventive step 
in the sense of Article 33(3)PCT. A?r.rr.^ 
According to D4, among the most Important sleep disorders is sleep apnea syndrome. 
The subject-matter of claims 1-24 differs from the disclosure of D4 in that sleep apnea 
syndrome is treated with the compound gaboxadol. 

The problem to be solved by the present invention may therefore be regarded as finding an 
alternative treatment for sleep apnea syndrome. „^r^n..nH 
Document D2 describes the GABAa agonists muscimol and the present claimed compound 
THIP as having very advantageous effects on sleep: a method for treating a sleep disorder 
is disclosed, comprising administering a hypnotically effective amount of THIP, (other name 
for gaboxadol), wherein said sleep disorder is difficulty in falling asleep,, frequent nocturnal 
arousal wherein the amount of THIP administered is 5 to 50 mg per day. 
I would'be obvious for the man skilled in the art to use gaboxadol for t^^^t'^Q f ^P.^P"^^' 
knowing that this compound is useful for treating sleep disorders in general and knowing that 
sleeo apnea is one of the commonest sleep disorders. 

Moreover, D3 discloses that the GABAa antagonist bicuculline induces ^.^PP^J^'^" °^ 
breathing and apnea during sleep. This teaching would strengthen the n.ot,vat,on of the man 
Skilled in the art to t^ to use instead of a GABAa antagonist a GABA agon st such as 
gaboxadol, for treating the symptoms of apnea and stimulate breathing dunng sleep (Article 
33(3) PCT). 
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